FDA Affirmation of Compliance (AofC) Code Quick Reference

May 30, 2013
. Qualifier . Qualifier
Code [Meaning Required Code |Meaning Required
Foods, Hosewares & Cosmetics: Biologics:
FCE |Food Canning Establishment Number Y AND Biologics Abbreviated New Drug Application Number Y
SID [Schedule Process Identifier Number Y BLN Biologics License Number Y
If an FCE is submitted, then a SID also needs to be submitted. HCT Biologics Human Cells, Tissues/ Cellular and Tissue-Based Products N
Do not submit container dimensions in the Importer's Product HRN Biologics Human Cells, Tissues/ Cellular and Tissue-Based Product v
Description. Submit each dimension as separate fielded data Establishment Registration Number
according to your software vendor's guidance. IDE Biologics Investigational Device Exemption Y
VOL [Volume Y IND Biologics Investigation New Drug Application Number Y
AIN |Food Additive Identification Number Y NDA |Biologics New Drug Application Y
CCC [Chinese Ceramicware Factory Code Y PMA |Biologics Device Premarket Approval Number Y
CIN |Color Identification Number Y PMN |Biologics Pre-Market Notification Number (510(k)) Y
COS [Cosmetic Registration Number Y STN Biologics Submission Tracking Number Y
FAP |Food Additive Petition Approval Number Y
FCC |French Cheese-Facility Certification Number Y
IBP |Indian Black Pepper Certificate Y Radiological Health Products:

RF1-RF5|Food Products Refused by another Country (FSMA requirement) Y ACC |EPRC (Electronic Product Radiation Control ) Accession Number Y
SIF  |Seafood HACCP Inporter Firm Y ANC |EPRC Radiation Products Annual Report Accession Number Y
PND | Prior Notice Disclaim N MDL  |EPRC Radiation Products Model Number Y

RA1,RA2,
RA5,RA7 |Rad Health Product Affirmation A (FD 2877) Y
RA3,RA4,
RA6 Rad Health Product Affirmation A (FD 2877) N
Devices: RB1 Rad Health Product Affirmation B (FD 2877) - transmit with ANC or ACC N
CPT [Device Component N RB2 Rad Health Product Affirmation B (FD 2877) Y
DDM |Device Domestic Manufacturer Y RC1 Rad Health Product Affirmation C (FD 2877) N
DEV [Device Registration Numbers Y RC2 Rad Health Product Affirmation C (FD 2877) Y
DFE |Device Foreign Exporter Registration Number Y RD1,RD2 [Rad Health Product Affirmation D (FD 2877) N
DIl Device Initial Importer Registration Y RD3 Rad Health Product Affirmation D (FD 2877) Y
IDE |Investigational Device Exemption Number Y
IRC [Impact Resistance Lens Test Cert. N Veterinary:
KIT |Device Imported Kit of Finished Device N VAN  [Veterinary Abbreviated New Animal Drug Number Y
LST [Device Listing Number Y VFL Veterinary Feed Mill License Y
LWC |Electrode Lead Wire or Patient Cable N VIN Veterinary Investigational New Animal Drug Number Y
MDL |Device Model Number Y VMS [Veterinary Minor Species Index File Y
PMA |Device Premarket Approval Number Y VNA  [Veterinary New Animal Drug Application Number Y
PMN [Device Premarket Notification Num (510k) Y
Drugs:
All Products: AND |Abbreviated New Drug Application Number Y
ERR |Entry Review Requested Y DLS Drug Listing Number Y
IFE |Import for Export/regs Quantity & Value N IND Investigational New Drug Number Y
UFC |Unacceptable to Foreign Country (Non-Food producsts) Y NDA  [New Drug Application Number Y
NDC |[National Drug Code Y
REG |Drug Registration Number Y
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